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References: 

1. ISO Modalities of Cooperation between ISO and Partner Standards Developing Organizations (PSDOS) – 11/2004

2. ISO Generic Framework for Developing a PSDO Cooperation Agreement

3. ISO Status of US/SDO Pilot Projects and Secretary-General’s Plans for Further Implementing Council Resolution 14/2001.
4. ISO Pilot Project with Health Level Seven Proposal (Annex 2) to Council 12/2002

5. ANSI Procedures for U.S. Participation in the International Standards Activities of ISO

HL7’s relationship with ISO:  

Under the existing ANSI approved Pilot Project Agreement (PPA) with ISO, HL7 has submitted eight standards for fast track approval.  The PPA permits HL7 to submit approved American National Standards as well as HL7 technical reports or HL7 work in progress to ISO TC 215 for approval or joint work.  One of the standards, the HL7 RIM, has been approved and published as an ISO standard.  The other submissions are in various stages of the approval process.  Four of these submissions, given the regulatory nature of the standards, have been expanded to include joint activity with ISO and CEN.  ICH has also expressed an interest in participating in several of these initiatives
Submissions under the PPA occur as the result of either a request from one of the working groups within ISO TC 215 for the submission of an HL7 standard for consideration or a request from one of the HL7 Technical Committees, often at the urging of an Affiliate organization, for the promotion of an HL7 standard to ISO.  In either case, the request is placed before the Affiliate Council for comment from an international perspective.  The request is then considered by the HL7 Board of Directors.  Should the Board approve the request, the standard in question is subject to approval as a work item by ISO TC 215.  If accepted, the HL7 standard is advanced as a fast track draft International Standard (DIS).
While HL7 is an ANSI accredited Standards Development Organization (SDO), it is international in scope with some 30 national Affiliates around the globe.  Recognizing the broad international acceptance of HL7 standards, ISO, with support from CEN, approached HL7 towards the end of 2005 with the concept of formalizing a joint initiative agreement.  ISO, CEN and HL7 are in the process of finalizing that agreement; setting the stage for the three organizations to work together to produce viable global standards.  A first step will be the merger of overlapping work projects currently underway, with one of the three bodies being designated lead by mutual consent for each project with the other two participating.  Any of the three organizations may express an interest in a current project of another and become a participant.  A goal of the initiative is concurrent balloting with the resulting standard carrying the copyright of each participating organization.  Process is, of course, a work in progress, but once proven other SDO will be recruited for the joint initiative.
Comments:
1. It is not clear whether the existing PPA will be impacted by the proposed revisions.  Is it the intent that all ISO interaction shall occur via PSDO agreements?  Will HL7 be subject to the requirements planned for PSDO given the existing PPA?
2. It seems reasonable to suggest that HL7 have an agreement directly with ISO that is equal to the Vienna Agreement.

3. It is apparent that using ISO as the global SDO has value.  Many countries have mandated the use of ISO standards.  ISO is a reasonable place for the SDOs to come together to produce viable global standards.  ANSI, as well as ISO, should encourage SDOs to submit their standards to ISO and to participate in the joint initiative program.  The process for doing so should be both as simple and as fast as possible.  The entire SDO community faces major criticism about the length of time required to produce a standard, particularly an international standard.

4. Re: comments in foreword of Ref 5:  HL7 does not know at the start of development of a standard that the standard will be submitted to ISO. At present that determination is made after the standard has become an American National Standard.  This situation may change in the future as the joint initiative moves forward.

5. The requirement that the PSDO is required to seek and obtain the approval of the appropriate ANSI-accredited US TAG raises questions.  
First, does the TAG to ISO TC 215 have sufficient bandwidth and expertise to fully evaluate whether HL7 standards should be promoted to ISO; especially when weighed against the domain expertise that created the standard and suggested promotion to ISO in the first place?  
Secondly, will the HL7 Affiliates interpret this requirement as antithetical to the international scope of HL7 standards?  
Thirdly, why is the TAG approving or disapproving the submission of HL7 standards to ISO?  Clearly disapproval by the TAG would not prohibit HL7 from submitting the standard to ISO, so why put the TAG in front of the process?  ANSI, as a National Member Body (NMB), would have the opportunity via the TAG to vote on the submitted standard.  It would appear that the proposed process could create issues with ISO and the other NMBs.
6. ANSI should be a strong proponent for the creation of the Joint Initiative.  Requiring TAG approval for HL7 to submit work projects to ISO would severely limit the smooth implementaion of this concept.

7. Requiring US Tag approval during the development stage (2.2.3) would severely interfere with HL7 process and the development of US and global standards.

I am delighted to see consideration for a formal process to advance American National Standards into the global market.  The standards community needs to establish levels of trust to work together more effectively.  With limited resources of both time and expertise, we need to make the production of standards as collaborative and efficient as possible.

Thanks you for the opportunity to express these concerns.

